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§71.125 Control of measuring and test
equipment.

The licensee, certificate holder, and
applicant for a CoC shall establish
measures to assure that tools, gauges,
instruments, and other measuring and
testing devices used in activities af-
fecting quality are properly controlled,
calibrated, and adjusted at specified
times to maintain accuracy within nec-
essary limits.

§71.127 Handling, storage, and ship-
ping control.

The licensee, certificate holder, and
applicant for a CoC shall establish
measures to control, in accordance
with instructions, the handling, stor-
age, shipping, cleaning, and preserva-
tion of materials and equipment to be
used in packaging to prevent damage
or deterioration. When necessary for
particular products, special protective
environments, such as inert gas atmos-
phere, and specific moisture content
and temperature levels must be speci-
fied and provided.

§71.129 Inspection, test, and operating
status.

(a) The licensee, certificate holder,
and applicant for a CoC shall establish
measures to indicate, by the use of
markings such as stamps, tags, labels,
routing cards, or other suitable means,
the status of inspections and tests per-
formed upon individual items of the
packaging. These measures must pro-
vide for the identification of items that
have satisfactorily passed required in-
spections and tests, where necessary to
preclude inadvertent bypassing of the
inspections and tests.

(b) The licensee shall establish meas-
ures to identify the operating status of
components of the packaging, such as
tagging valves and switches, to prevent
inadvertent operation.

§71.131 Nonconforming materials,

parts, or components.

The licensee, certificate holder, and
applicant for a CoC shall establish
measures to control materials, parts,
or components that do not conform to
the licensee’s requirements to prevent
their inadvertent use or installation.
These measures must include, as appro-
priate, procedures for identification,

§71.135

documentation, segregation, disposi-
tion, and notification to affected orga-
nizations. Nonconforming items must
be reviewed and accepted, rejected, re-
paired, or reworked in accordance with
documented procedures.

§71.133 Corrective action.

The licensee, certificate holder, and
applicant for a CoC shall establish
measures to assure that conditions ad-
verse to quality, such as deficiencies,
deviations, defective material and
equipment, and nonconformances, are
promptly identified and corrected. In
the case of a significant condition ad-
verse to quality, the measures must as-
sure that the cause of the condition is
determined and corrective action
taken to preclude repetition. The iden-
tification of the significant condition
adverse to quality, the cause of the
condition, and the corrective action
taken must be documented and re-
ported to appropriate levels of manage-
ment.

§71.135 Quality assurance records.

The licensee, certificate holder, and
applicant for a CoC shall maintain suf-
ficient written records to describe the
activities affecting quality. The
records must include the instructions,
procedures, and drawings required by
§71.111 to prescribe quality assurance
activities and must include closely re-
lated specifications such as required
qualifications of personnel, procedures,
and equipment. The records must in-
clude the instructions or procedures
which establish a records retention
program that is consistent with appli-
cable regulations and designates fac-
tors such as duration, location, and as-
signed responsibility. The licensee, cer-
tificate holder, and applicant for a CoC
shall retain these records for 3 years
beyond the date when the licensee, cer-
tificate holder, and applicant for a CoC
last engage in the activity for which
the quality assurance program was de-
veloped. If any portion of the written
procedures or instructions is super-
seded, the licensee, certificate holder,
and applicant for a CoC shall retain the
superseded material for 3 years after it
is superseded.
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